
Please wait... 
  
If this message is not eventually replaced by the proper contents of the document, your PDF 
viewer may not be able to display this type of document. 
  
You can upgrade to the latest version of Adobe Reader for Windows®, Mac, or Linux® by 
visiting  http://www.adobe.com/go/reader_download. 
  
For more assistance with Adobe Reader visit  http://www.adobe.com/go/acrreader. 
  
Windows is either a registered trademark or a trademark of Microsoft Corporation in the United States and/or other countries. Mac is a trademark 
of Apple Inc., registered in the United States and other countries. Linux is the registered trademark of Linus Torvalds in the U.S. and other 
countries.





Regulatory Impact Statement for the First Amendment to 11 NYCRR 451 (Insurance Regulation 221)  

1.  Statutory authority: Financial Services Law sections 102, 201, 202, 301, 302, and 306; Insurance Law section 301; and Public Health Law section 280-a. 

Insurance Law Article 29 and Public Health Law section 280-a authorize the Superintendent of Financial Services (“Superintendent”) to regulate pharmacy benefits managers (“PBMs”) and provides the Superintendent with broad independent regulatory authority over PBMs, including the promulgation of regulations regarding the registration, annual reporting, and licensing of PBMs. 

Financial Services Law Section 202 establishes the office of the Superintendent.  

Financial Services Law Section 302 and Insurance Law Section 301 authorize the Superintendent to effectuate any power accorded to the Superintendent by the Financial Services Law, Insurance Law, or any other law, and to prescribe regulations interpreting the Insurance Law.

Financial Services Law Section 102 consolidates the Departments of Insurance and Banking into the Department of Financial Services (“Department”). 

Financial Services Law Section 201 authorizes the Superintendent to take actions as necessary to eliminate financial fraud or other criminal abuse or unethical conduct in the industry. 

Financial Services Law Section 306 provides the authority to the Superintendent, or the person authorized by the Superintendent, to conduct a hearing to subpoena witnesses, compel the attendance of witnesses, administer oaths, examine any person under oath and to compel any person to subscribe to his or her testimony, and to require the production of any books, papers, records, correspondence, or other such documents that the Superintendent deems necessary. 

Insurance Law Section 301 authorizes the Superintendent to prescribe regulations governing the practices of the Department. 

Public Health Law Section 280-a authorizes the Superintendent to make regulations defining, limiting, and relating to the duties, obligations, requirements, and other provisions relating to pharmacy benefit managers.

2.  Legislative objectives: In accordance with Insurance Law Article 29 and Public Health Law section 280-a, the legislative objectives are to empower the Superintendent to establish, by regulation, registration requirements for a PBM, including the methods and procedures for facilitating and verifying compliance with those requirements, and to establish licensing standards for PBMs, including the broad regulatory authority to implement minimum standards for the issuance of licenses to PBMs.  

[bookmark: OLE_LINK1]3.  Needs and benefits: This amendment is being promulgated as an emergency measure to be effective immediately upon filing with the Secretary of State because of the expiration of the moratorium imposed by 11 NYCRR 451 (Insurance Regulation 221) on the duties, obligations, and requirements contained in Public Health Law section 280-a(2)(b), (c), (d), (e), and (f).  The Department is in the process of proposing such detailed regulations; however, taking into consideration the importance of providing clear yet thorough guidance and assurances to the industry, the Department requires more time to promulgate these regulations.  This amendment maintains the status quo and does not add to or subtract from any substantive provisions within 11 NYCRR 451 (Insurance Regulation 221). 

[bookmark: _Hlk52445223]4.  Costs: This amendment does not impose any additional costs on PBMs or any other party and merely seeks to maintain the current status quo until detailed regulations can be fully promulgated.

	5.  Local government mandates: The amendment does not impose any program, service, duty, or responsibility upon a county, city, town, village, school district, fire district, or other special district.

6.  Paperwork: This amendment does not impose any additional reporting, recordkeeping, or other compliance requirements on PBMs or any other party and merely seeks to maintain the current status quo until detailed regulations can be fully promulgated to provide permanent clarity to the industry.

	7.  Duplication: The amendment does not duplicate or conflict with any existing state or federal regulations or other legal requirements.

	8.  Alternatives: The Department considered not promulgating this amendment.  However, the amendment is required to maintain the status quo while the Department works to fully promulgate clear and permanent regulations. Without the amendment, PBMs would be left with unclear guidance on the application of, and how to comply with, the requirements contained in Public Health Law section 280-a. Therefore, the alternative of not promulgating the amendment was rejected.

	9.  Federal standards: The amendment does not exceed any minimum standards of the federal government for the same or similar subject areas.   

	10.  Compliance schedule: The amendment will take effect immediately upon the filing of the Notice of Emergency Adoption with the Secretary of State.
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CERTIFICATION 


 
 I, Adrienne A. Harris, Superintendent of Financial Services, do hereby certify that the 
foregoing is the First Amendment to Part 451 to Title 11 of the Official Compilation of Codes, 
Rules, and Regulations of the State of New York (Insurance Regulation 221), entitled 
“Registration of Pharmacy Benefit Managers”, signed by me on June 23, 2023, pursuant to the 
authority granted by Financial Services Law sections 102, 201, 202, 301, 302, and 306; Insurance 
Law sections 301; and Public Health Law section 280-a, after consultation with the Commissioner 
of Health, to take effect upon the filing of the Notice of Emergency Adoption with the Secretary 
of State. 
 
 Pursuant to State Administrative Procedure Act Section 202(6), the First Amendment to 
Part 451 to 11 NYCRR (Insurance Regulation 221) is being promulgated as an emergency 
measure. A statement of the specific reasons for the finding of the need for emergency action is 
attached.  
 
        


        
       _______________________________ 
       Adrienne A. Harris 
       Superintendent of Financial Services 
 
Date:  June 23, 2023 
 
 
 
 
 
 
 
 
 
 






NEW YORK STATE 

DEPARTMENT OF FINANCIAL SERVICES

FIRST AMENDMENT TO

11 NYCRR 451

(INSURANCE REGULATION 221)



REGISTRATION OF PHARMACY BENEFIT MANAGERS



I, Adrienne A. Harris, Superintendent of Financial Services, pursuant to the authority granted by Financial Services Law sections 102, 201, 202, 301, 302, and 306; Insurance Law sections 301; and Public Health Law section 280-a, after consultation with the Commissioner of Health, do hereby promulgate, as an emergency measure, the following First Amendment to Part 451 of Title 11 of the Official Compilation of Codes, Rules and Regulations of the State of New York (Insurance Regulation 221), to take effect upon the filing of the Notice of Emergency Adoption with the Secretary of State, to read as follows: 



(Matter In Brackets Is Deleted; New Matter Is Underlined)



Section 451.3 is amended as follows:



Pursuant to the authority granted to the superintendent by Public Health Law section 280-a(2)(g) to limit the duties, obligations, requirements and other provisions relating to pharmacy benefit managers under Public Health Law section 280-a(2), the duties, obligations and requirements contained in Public Health Law section 280-a(2)(b), (c), (d), (e), and (f) shall not apply to pharmacy benefit managers until January 1, [2023] 2024.






Statement of the Reasons for the Adoption of the Emergency Measure 
Amending 11 NYCRR 451 (Insurance Regulation 221) 


 
The New York Legislature passed Chapter 828 of the Laws of 2021 on December 31, 2021, 


requiring the New York State Department of Financial Services (“Department”) to regulate 
pharmacy benefit managers (“PBMs”) operating in New York, including requiring PBMs to have 
certain duties, accountability, and transparency obligations to New York health plans. The 
legislation was subsequently amended by Chapter 128 of the Laws of 2022, which went into effect 
on February 24, 2022. 


  
Specifically, the legislation amended Public Health Law section 280-a(2) to require PBMs 


to disclose and report certain information to health plans related to the pharmacy benefit 
management services they provide to their health plans, and to provide an accounting of all funds 
received by the PBM for pharmacy benefit management services attributable to the health plan. 
Authorized by Public Health Law section 280-a, the Superintendent of Financial Services 
(“Superintendent”), in consultation with the Commissioner of Health, promulgated 11 NYCRR 
Part 451 (Insurance Regulation 221), which implements provisions defining, limiting, and relating 
to the duties, obligations, requirements, and other matters relating to PBMs contained in Public 
Health Law section 280-a. 


 
Given the impending expiration of the moratorium imposed by 11 NYCRR 451 (Insurance 


Regulation 221) on the duties, obligations, and requirements of PBMs, and the need for additional 
guidance and regulations with respect to the PBM reporting provisions set forth in Public Health 
Law Section 280-a(2), this emergency amendment is necessary to maintain the status quo and 
provide certainty to the industry until fully promulgated regulations are effectuated so that PBMs 
subject to the statutory requirements have clear guidance and detailed instructions on the 
application of, and how to comply with, those Public Health Law section 280-a requirements . 
 


This amendment is necessary to ensure that there is no disruption in the management or 
administration of prescription drug benefits by PBMs for New York health plans, which 
management or administration is integral to the public health, safety, and general welfare of the 
New York health plan beneficiaries. In the absence of this amendment, New York health plan 
beneficiaries could be prevented from accessing necessary prescription drugs, which could result 
in serious health and safety consequences for such beneficiaries. 


  
      
      


 
        


_____________________________  
                                          Adrienne A. Harris 


Superintendent of Financial Services 
 
Date: June 23, 2023 






Statement Setting Forth the Basis for the Finding that the First Amendment to 11 NYCRR 451 (Insurance Regulation 221) Will Not Have a Substantial Adverse Impact on Jobs and Employment Opportunities

	The Department of Financial Services (“Department”) has determined that the emergency measure should not adversely impact jobs or employment opportunities in New York State.  The amendment merely maintains the status quo of 11 NYCRR 451 (Insurance Regulation 221) and provides certainty to the industry while the Department works to promulgate permanent regulations. 
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Statement Setting Forth the Basis for the Finding that the First Amendment to 11 NYCRR 451 (Insurance 


Regulation 221) Will Not Have a Substantial Adverse Impact on Jobs and Employment Opportunities 


 The Department of Financial Services (“Department”) has determined that the emergency measure should 


not adversely impact jobs or employment opportunities in New York State.  The amendment merely maintains 


the status quo of 11 NYCRR 451 (Insurance Regulation 221) and provides certainty to the industry while the 


Department works to promulgate permanent regulations.  


 


  





Statement Setting Forth the Basis for the Finding that the First Amendment to 11 NYCRR 451 (Insurance Regulation 221) Will Not Have a Substantial Adverse Impact on Rural Areas

[bookmark: OLE_LINK1]	This amendment, being promulgated as an emergency measure, should not have any adverse impact on pharmacy benefit managers or any other party in a rural area. This amendment merely maintains the status quo of 11 NYCRR 451 (Insurance Regulation 221) and provides certainty to the industry while the Department works to promulgate permanent regulations.






Statement of the Reasons for the Adoption of the Emergency Measure

Amending 11 NYCRR 451 (Insurance Regulation 221)



The New York Legislature passed Chapter 828 of the Laws of 2021 on December 31, 2021, requiring the New York State Department of Financial Services (“Department”) to regulate pharmacy benefit managers (“PBMs”) operating in New York, including requiring PBMs to have certain duties, accountability, and transparency obligations to New York health plans. The legislation was subsequently amended by Chapter 128 of the Laws of 2022, which went into effect on February 24, 2022.

 

Specifically, the legislation amended Public Health Law section 280-a(2) to require PBMs to disclose and report certain information to health plans related to the pharmacy benefit management services they provide to their health plans, and to provide an accounting of all funds received by the PBM for pharmacy benefit management services attributable to the health plan. Authorized by Public Health Law section 280-a, the Superintendent of Financial Services (“Superintendent”), in consultation with the Commissioner of Health, promulgated 11 NYCRR Part 451 (Insurance Regulation 221), which implements provisions defining, limiting, and relating to the duties, obligations, requirements, and other matters relating to PBMs contained in Public Health Law section 280-a.



Given the impending expiration of the moratorium imposed by 11 NYCRR 451 (Insurance Regulation 221) on the duties, obligations, and requirements of PBMs, and the need for additional guidance and regulations with respect to the PBM reporting provisions set forth in Public Health Law Section 280-a(2), this emergency amendment is necessary to maintain the status quo and provide certainty to the industry until fully promulgated regulations are effectuated so that PBMs subject to the statutory requirements have clear guidance and detailed instructions on the application of, and how to comply with, those Public Health Law section 280-a requirements .



This amendment is necessary to ensure that there is no disruption in the management or administration of prescription drug benefits by PBMs for New York health plans, which management or administration is integral to the public health, safety, and general welfare of the New York health plan beneficiaries. In the absence of this amendment, New York health plan beneficiaries could be prevented from accessing necessary prescription drugs, which could result in serious health and safety consequences for such beneficiaries.
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_____________________________ 

                                      				Adrienne A. Harris

Superintendent of Financial Services



Date: June 23, 2023
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Statement Setting Forth the Basis for the Finding that the First Amendment to 11 NYCRR 451 (Insurance Regulation 221) Will Not Have a Substantial Adverse Impact on Small Businesses and Local Governments

[bookmark: OLE_LINK1]	Small businesses: This amendment, being promulgated as an emergency measure, should not have any adverse impact on small businesses. This amendment merely maintains the status quo of 11 NYCRR 451 (Insurance Regulation 221) and provides certainty to the industry while the Department works to promulgate permanent regulations.

Local governments: This amendment does not apply to local governments. No local government will have to undertake any reporting, recordkeeping, or other affirmative acts to comply with this amendment. Therefore, the amendment will not have any impact, including any adverse impact, on any local government. 
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2
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19
NYCRR,
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I
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certify
that
this
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with
all
applicable
provisions.
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1. Except
for
this
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itself,
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typed
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the
prescribed
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as
described
in
the
Department
of
State's
Register
procedures
manual,
Rule
Making
in
New
York
.
2.
Rule making notices, with any necessary attachments (in MS Word unless otherwise specified), should be e-filed via the Department of State website.
NOTICE
OF
EMERGENCY
ADOPTION
(Rev.
 1/17)
PAGE
5
OF
5
yes
yes
file
first
full
future
no
statement
full
statement
statement
no
	: 
	submittingAgency: DFS
	propActionAdopt: First Amendment to Part 451 to 11 NYCRR (Insurance Regulation 221) 
	otherDate: 
	required: 
	ruleId_extension: 
	issue: 
	statAuth: Financial Services Law sections 102, 201, 202, 301, 302, and 306; Insurance Law sections 301 and 316; and Public Health Law section 280-a
	health: 1
	safety: 0
	welfare: 1
	subj: Registration of Pharmacy Benefit Managers 
	purp: To maintain status quo while the Department promulgates permanent regulations under Public Health Law section 280-a.
	Validate: 
	TextVerify: VERIFIED
	Click here to attach the required statement: 
	Version: v1 E
	termsWebsite: 
	termsWeb: 
	Click here to attach the required statement: 
	ninety: 1
	sixty: 
	other: 
	employee: Sally Geisel
	agName: NYS Department of Financial Services
	tele: (212) 480-7608
	email: Sally.Geisel@dfs.ny.gov
	address_1: New York State Department of Financial Services, One State Street, New York, NY 10004
	address_2: Albany NY 12203
	text: 
	signCert: 1
	fullText: 
	Click here to attach the required statement: 
	Click here to attach the required statement: 
	rfaWebsite: 
	rfaWeb: 
	Click here to attach the required statement: 
	risWebsite: 
	risWeb: 
	Click here to attach the required statement: 
	public: 0
	publicRate: 0
	received: 0
	notReceived: 1
	Click here to attach the required statement: 
	Click here to attach the required statement: 
	jisWebsite: 
	jisWeb: 
	Click here to attach the required statement: 
	rafaWebsite: 
	rafaWeb: 
	ResetButton: 
	referenced_1: 
	referenced_2: 
	referenced_3: 
	referenced_4: 
	referenced_5: 
	referenced_6: 
	referenced_7: 
	referenced_8: 
	referenced_9: 
	referenced_10: 
	referenced_11: 
	referenced_12: 
	date: 06/23/2023



